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| dalms "falée'br m!sleadlng and It « : "i In fair balance.

: at the use of the,,m,bove referenoed ma&ﬂatj»a” nd those, containing

SB’s use of thg mquailﬂed tagline, “Hycamtin: Combining dlinical efficacy with symptom
improvement” Ts*misieading because it suggests an effect of the drug that has not been
demonsttated by substantial evidence. Notwithstariding the approved labeting,which
lists the percentiges of patients who had some effect on certain symptoms, SB's use of
this broad taglu‘ié \mthout adequate context-is unsubstantiated.
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RISK INFORMATION

Promotional materials are lacking in fair balance, or otherwise misleading if they fail to
presentinformation relating to the contraindications, wamings, precautions, and side
effects assoclated with the use of the drug in a manner reasonably comparable to the
presentation of efficacy information. The approved product labeling for Hycamtin-
includes a boxed wamning and lists several precautions and adverse reactions associated
with the use of the drug. However, SB falls to Include any risk information in the
convention panel. .

SB shou_ld,-.lmmediately cease using the convention panel, and all other promotional
materials for-Hycamtin that contain the same or similar clalms or presentations. SB
should subrit a written response to DDMAC, on or before January 6, 1999, describing
its intent and plans to comply with the above. In its letter to DDMAC, SB should include

a Ilst of all promotional materials that were discontlnued and the dlsconbnuaﬁon date

SB should direct its response to the undersigned by facsimile at (301) -594—-6_771, or by
written communication at the Division of Drug Marketing, Advertising, and

—Cohimunications, HFD-40; Room 17B-20; 5600 Fishers Lane; Rockville, MD 20857.

DDMAC remlnds SB that only written communications are considered official.

In all future-correspondence: regardlng this matter, please refer- toMAGMIS #7419 and
NDA 20-671/S-004.

Sincerely,

_Michael A. Misocky REE D,

" Regulatory Review

Division of Drug Marketing,
Advertising and Communications
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